Tlepeknaa Ha yKpaiHCBKY MOBY

I'egeon Puxrep

CEPTU®IKAT CEPII

Hasga npogyxuii: CHIIVET®

Kpaina sapo6anka: YropmnHa. Kpaira-imnoprep: Vkpalna

Homep peecTpaniiinoro mocsinuennsa: UA/12532/01/01

Yunne 10: 6e3CTPOKORO

Cuna uii; 2 mr giedorecty ta 0,03 Mr eTuaITCCTpRTIONY

Jlikapepka popma: TalieTKR, BKPHTI INIBKOBOID 000I0HKOIO

Po3nip i Tun ynaxorxu: 21 taieTia, BpuTta 000M0HK00, B Oiictepl; o | Onicrepy B yIIAKOBLL
Homep cepii: T3A105A Pozmip cepii: 19 980 ym.
Jara eurorosaenns; 10.2023 Jara zakinyveHHd TepMiHy npaaaTmocti; 10.2025
Ha3spu, agpecu, nomepn muensii Ta ceprudikartis GMP Beix BRpoOHAMHX TinAHOK i AimsaHok

KOBRTPROJI fiKoCTi:

Hazssa(-u) i agpeca(-n)
BHpobrHKa(-KiB)

Craagil BHpoSHHITEA

Homep ninensii na
BUPOOHUIITRO

Honep ceprudikara
GMP

BAT «["eneon Pixtep»,
H-1103, Bynanewr, Byn.
Hempei,

19-21, Vropuuna.

IloBHUH LK
BHPOOHHIITEA, YIIAKOBKA,
KOHTPOQJIE SKOCTI T4
BHITYCK cepil

HU-M-RICH

OGYEL/20786-7/2022

KomenTapi: Brazana Buille cepisf BUMYINEHA HA PHHOK.

3ansa npo ceprudikaniro: [y 3acsigdyro, mo HaBeneHa BHIe iHGOPMALUT CIpaBXKHA 1 TOYHA.
L2 cepta sikapcekoro 3aco0y Oyila BUTOTOBIEHA, BKITHOYANOMH YIIAKOBKY/MAPKYBAHIA TA KOHTPOIL
AKOCTI, Ha 3a3paueHiii(-ux) Buile BUpOOHM4IM(-WX) MNAHUI{-Kax) y MNOBHIA BLAMOBIAHOCTI HO
BuMor GMP MicHeROro peryisTOpHOTO OpraHy Ta crenudixaiil, cxBaleHol B KpalHi-iMIopTepi.
TIpoToxonn BHPOOHULITBA, YIAKOBKH Ta aHANI3IE 6YITH NeperafHyTi i BCTAHOBIEH! BIAMOBIAHO HO

crangapris GMP.

Jata BUnycKy cepil:

18.01.2024

Hata Bunycky cepTHpixara: 18.01.2024

Kyr-/eopae-Ilerepthi Tronge
YruosaosaxcHa ocofa (nanne)
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BAT «Fedeon Pixmepn
MicuesHaxopxennn: H-1103 Budapest, Gydmréiat 19-21,, Vropmuua *

Tenedon: +36 1 431 4000 -

[omrrese sigmincwsa: H-1475 Budapest 10, P27, Yropumaa

www.gedeonrichter.com

TTyGnivanii zayRamens no cepTidikatam: certificate_complaint@richter hu

1Y




IMepexnan Ha yKpaiHcLKY MOBY

(%)

I'eneon Paxtep

Ne CEPII: T3A105A

PE3YJILTATH AHAJIIZIB

TECTH BUMOTI'H JAHI AHAJIZY
OITNUC: Bisi abo Mafxe Ginl, Kpyrii, JIBOOITYKII TabMeTKM, BKPHTI TAIBKOBOIO

0boOHKO0, 3 rpaBitoBadng «(G53y» 3 ogHoro Boxy, iHmHA DIk Oe3

rpasiroBanns. Jiamerp 6Musbeko 5,5 MM, Bifmosigac
OMHOPIAHICTL MACK | He Ginelue HK ABi iHOMBIAYANEHI MACH MOKYTE MaTH BUIXUICHHS BiX
JULA OTITHHAILIT cepenubol MacH Ha bimsin Hik £10,0%, ane skonHa iHAHBiXyanbHa Maca HeE
HO30BAHOTUO JI3: MOKe MATH BIIXHIEHHA BiI cepeqHbol MacH Ginmemn nix £20,0% BiIIIOBifAE
IIEHTUDIK ATIILTHI Yacu yTpUMyBaHHS TIKIE HOYHX PeJOBHH Ha XPOMATOIpami
TECTH: BUIIPOOOBYBAHOIO PO3UHHY 1 HA XpOMaTorpamMi CTaHapTHOTO POSHHHY BIAMOBRiNac
Jixoul peqoBHHH! MOBHHHI CIBIIAJATH 32 OAHAKOBHX YMOR XpoMaTorpadyRamH,

Hienoreer
Eruninecrpanion

AMI-crexrp mikis 3 9acoM YTPUMYRBAHHA JIHOYHX pEdOBMH TOBHHEH MAaTH
MAKCHMYM NIpH Til caMifi JOBXKHEI XBHII, IO | cTARAAPTHI cybcTaruii.

BIANOBIIAC

Bapsauk vy miiskosiit
00OnOoHIII;

THTany Kiokeun:

{He pyTHHHEHH TecT)

Conom’sHo-K0BTe af0 moMapaHyese 3a0ApRICHHA POITHHY

He PYTHHRHI
TecT

CTOPOHHI JJOMIIIKH: 6-a-OH-crurinecTpagion: ue Ginpmie 0,50% <0,05%
6-f-OH-eTuninectpajion: ne Ginsute 0,50% <0,05%
G-KeTo-eTHHIIeCTpaLion: ne Gumsie 4,50% <0,05%
9,1]-puneriapo-eTHRINECTpaaion He 6inmpnie 0,50% <0,10%
Inpusinyanena HetgeHTH(IKOBAHA JOMINIKA STHHLTECTPAIIONY:
ne Binsire 0,50% <0,05%
CymMa ZOMILIOK eTHHIIECTPAAIONY: ve 6inpure 1,00% <0,10%
Tianometnin-AY" D-ectpanion: He Ginpuie 0,20% <(0,05%
THauBiyanbHa HelHeHTU(IKoBaHa JOMILIKA JICHOECTY:
He 6inpiue 0,20% <0,05%
CyMa cTOpPOHHIX JOMIIIOK JIIEHOTECTY: He bineme 0,50% <0,05%
MIKPOBIOJIOTTHYHA 3aransHa KiIbkicTh aepobie {TAMC): He binpue 1000 KYO/r | <10 KYO/T
UYNCTOTA: (neperynapne | 3aranpra Kbibkicts Apikjokie 1 rpudie (TYMC):  se 6insnre 100 KYO/r <10 KYO/r
BUIPOOYBAHUS) Escherichia coli: He fonyckaersen (1,0r) | Bixmosiae
KIIBKICHE JlieHorect: 2,000 mr/rabnerka (1,900-2,100) 2,018 mr/tadn,
BH3HAYEHHA: 95,0 - 105,0% Bin 3aseinenol kUIbKocTi 100,9%
Ernuinectpamion: 30,0 mxr/TabmeTxa (28,5-31,5 MKT) 29,71 Mrr/Tabn.
95,0 - 105,0% Bin 3ageneHol KiIbKocTi 99,0%
PO3UMHEHHS: He mennr 75% (Q) xoxHol Air040i peHOBWHH po3uHHseTses 3a 30 xB.
Hienorecr: | 102%
Ervnnuiectpamion: | 99%
OJIHOPITHICTE IMpuitmansue yrceno AV <L1 {(n=10) abo
JO30BAHUX [Mputimansue yucmo AV < L1 (n = 30), B TakoMy BUTAAKY:
OJUHHAUE: Minmimym >(1-L2x0,01)M; maxcumym<(1+L2x0,01)M, ne
L1=15,0; L2=25,0. Hicnorect: AV=39
Etuninecrpagion: | AV=4,0

Bucrosok: AkicTh penapaty BiMOBINae BUMOraM, 3azHadenum B HIT Ne 5-00677-Q1-00-02

Micneswaxomienrn: H-1103 Budapest, Gydmr6i it 19-21., Yropumza -
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BAT «Fedeon Pixmepy

Tenedon: +36 1431 4000 +  www.gedeonrichter.com
TTYySTiRaIlT 3ayBakeHk IO cepTidikaraM: certificate complaint@richter.hu

TTowrose sixninenns: H-1475 Budapest 10,, PE27, Yropmuaa




AEPIKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCBKIH OBJIACTI

npos. Ceivnnunol Haail, 3, ».Knie, 02099, renipaxc: (044) 363-06-50
E-mail: dis.kosidls.gov.ua, Koz €APIIOY 37078774

BHCHOBOK
ApPO fIKiCTL BBE3eNOro B YKpainy JiKapeLKoro 3acody

$6.08.2024 Ne 37357/24/10

CHIVET®

{safiveHysasHa AfkapchEOro 2acody Srinio 3 peecTpauiiiiiey DoCRiBuCIIAM}
TabJaeTKH, BRPHTI LIiBKoR0I0 0f0d0HK0I0, 1o 21 Tabaerui e faicrepi; no | Gaicrepy pazom i3
KapTOMIMM PYTIsipoM Liist 30epiranis GaieTepa B navi

{thopsta BIETEYCKY, JO3YBINHA, BILT DIKYBAHIN JIKEPCEKOTO 30000Y)

Honep pecerpaniiinera nocsipenns UA/12532/01/01 cvpor aif pecerpaniiivoro nocsiguenun 01.01,2099

Cepis nikapekkaro sacody N TIATOSA KinbkicTs sBe3enoro sixapeskora sacody 270
Biipobimix BAT "'eacon Pixtep", ¥Yropmuua
{HATIMCHYBAHAA BIPOGNIRD HEAPCEKOrD 2000y, KPR NoaxOLECHAT)
Baesero 8 Yipainy Crinsie yxpainchLKo-ecTOHEbKe RIANPHEMETBO ¥ dopati ToBapHCcTEA
3 odnexmenoro iznosizaasnicTio " Onrista-@apy, JATHT", inair, ken:
21642228

(uaiiseiyadian ta ko 3a €APTIOY wopimeie ocodin abo npissiute, iM%, go Sartrkosl hizngrol
ocod - MNP, 1T Micle BPGEHRINIUTA pescTpaliitinii Honep oGHKOBOT K3PTRI AATHITKA
nogarkie 380 cepis ¢ Homep nucnopTa)

HOporores sisyassnore koutpomo sig 05.08.2024 % 2167/27.

3u  pesynLTATAMI  ASPRABROTO  KOWTPOMO  BCTANOBACHO, 1Mo nixapenknil  saci6  pBescne B Yspafny 3

AOTPHMAHHAM Brimor 3ukoHoAECTBA UI0A0 2abeanedenns axoct mikapekriy 3ac0bis,

//g . @J/ Biktop CTE®KIBCHKMI

P SLEE :
—i7 fitifdnne {iHiufwh Ta npisadne}
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